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DETAILED ACTION 

1 . Claims 1 -1 6 were cancelled by Applicants. Claims 1 7-30 are now pending for 
examination. 

Priority 

2. As stated in the prior Office Action, this instant application is granted priority to 
prior application 09/589248. The filing date of 09/589248 Application is June 07, 2000. 

Drawings 

3. The drawings were received on 1 1/16/2007. These drawings are acceptable. 

Response to Arguments 

4. Applicant's arguments with respect to claims 1-16 have been considered but are 
moot in view of the new ground(s) of rejection over new claims 1 7-30. 

Claim Rejections - 35 USC §112 

5. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

6. Claims 17-25 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 17 recites the phrase "A method of making an artificial comprising.." This 
phrase is vague and indefinite since it is unclear what the term "artificial" is intended to 
encompass within the context of this claim. 

7. Claims 18-25 recite the phrase "the artificial graft according to claim 17." There 
is insufficient antecedent basis for this limitation in claim 17. 
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8. A broad range or limitation together with a narrow range or limitation that falls 
within the broad range or limitation (in the same claim) is considered indefinite, since 
the resulting claim does not clearly set forth the metes and bounds of the patent 
protection desired. See MPEP § 2173.05(c). Note the explanation given by the Board 
of Patent Appeals and Interferences in Ex parte Wu, 10 USPQ2d 2031, 2033 (Bd. Pat. 
App. & Inter. 1989), as to where broad language is followed by "such as" and then 
narrow language. The Board stated that this can render a claim indefinite by raising a 
question or doubt as to whether the feature introduced by such language is (a) merely 
exemplary of the remainder of the claim, and therefore not required, or (b) a required 
feature of the claims. Note also, for example, the decisions of Ex parte Steigewald, 1 31 
USPQ 74 (Bd. App. 1961); Ex parte Hall, 83 USPQ 38 (Bd. App. 1948); and Ex parte 
Hasche, 86 USPQ 481 (Bd. App. 1949). In the present instance, claim 25 recites the 
broad recitation "endothelium growth factor," and the claim also recites "endothelium 
growth hormone" and "endothelial cell growth factor," which are the narrower 
statements of the range/limitation. 

Claim Rejections - 35 USC § 101 

9. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

10. Claim 24 is rejected under 35 U.S.C. 101 because the claimed invention is 
directed to non-statutory subject matter. Instant claim 24 comprises within its scope an 
"embryo." The scope of this term encompasses a human embryo, which is non- 
statutory subject matter. See 1077 O.G. 24, April 21 , 1987. 
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Claim Rejections - 35 USC § 102 

11. Claims 17, 19-22, and 24-25 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Lim et al. (US Patent No. 3,774,615). 

12. **lt is noted here that although Applicant argues that the instant invention differs 
from the prior art to the extent that the claimed methods comprise in situ vein formation, 
the method of claim 17 does not require in situ vein formation. Only claim 18, requires a 
step wherein a vessel graft is formed in situ. 

13. Therefore, claim 17, 19-22, and 24-25 are rejected over Lim et al. which describe 
a device for connecting the ends of interrupted tubular organs, comprising a connecting 
ring over which the ends of the interrupted organs are pulled. The ring and fastening 
means are preferably a hydrophilic gel, which may be swollen to equilibrium or which 
may be an incompletely swollen hydrogel, which is subjected to additional, swelling at 
the place of application. Moreover, Lim et al. recites: "[Tjests and experiments have 
been carried out with gels made from polymers of ethylene glycol Imonomethacrylate 
which were cross-linked with less than 10 percent of a cross-linking agent, such as, for 
example, ethylene glycoldimethacrylate, or their copolymers, such as, for example, 
diethylene glycolmethacrylate with methylmethacrylate, acrylonitrile, methacrylic acid, 
and the like. However it is also possible to use other physiologically inert hydrogels, for 
example polymeric N-alkyl methacrylamides, N-alkyl acrylamides, N,N-dialkyl 
acrylamides, and the like. These hydrogels may also contain suitable drugs which 
facilitate healing, such as, for example, antibiotics, collagen, globulin, and the like which 
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may be introduced into the polymer before and during polymerisation or even added 
after polymerization when the gel is in the swollen state." (see col. 6, lines 8-24). 

14. Lim et al. is interpreted as reading on claims 21-22 to the extent that these claims 
appear to be limited to the adhesive material, not to the removable device. 

Claim Rejections - 35 USC § 103 

1 5. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

16. Claims 17-30 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bombard et al. (US Patent Application Publication No. US 2001/0007069 A1, priority to 
July 28, 1999) in view of Murray et al. (US 2002/0123805). 

17. Bombard et al. discloses methods comprising connecting a target vessel and the 
end of a graft vessel comprising the application of a tissue adhesive to the mating 
surfaces of the graft vessel and/or target vessel, and puncturing the adhesive 
comprising the use of a removable device, see paragraph [0017] of the disclosure of 
this publication, which teaches a method comprising applying a tissue adhesive to the 
mating surfaces of the graft vessel and/or target vessel, and inserting an elongated anvil 
through the wall of the target vessel and positioning the anvil along an interior of the 
target vessel wall; positioning the end of the graft vessel adjacent an exterior of the 
target vessel wall; and curing the adhesive. The adhesives useful in the methods of 
Bombard et al. may comprise materials such as fibrin and collagen and may be applied 
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as a liquid or solid, see paragraph [0073] of Bombard et al. which recites: "[l]n the case 
of adhesive bonding, the adhesive can be applied to the tissue mating surfaces of the 
graft and/or target vessels before the surfaces are brought into contact. The adhesive 
may be applied to either or both of the mating surfaces of the graft and target vessels. 
The adhesive may be a one part or a two part adhesive. Further, the curing of the 
adhesive may be activated by light or heat energy. The adhesive may be applied as a 
liquid or as a solid film. Preferred adhesive materials include collagen, albumin, fibrin, 
hydrogel and glutaraldehyde. Other adhesives such as cyano-acrylates may also be 
used. 

18. However, Bombard et al. does not teach the formation of an artificial graft 
comprising the in situ vessel formation. 

19. Murray et al. (US 2002/0123805) discloses tissue adhesive compositions 
comprising collagen, an extra-cellular matrix protein, and a platelet. The invention 
further provides a composition of collagen, a platelet and a neutralizing agent, e.g. 
sodium hydroxide or hydrochloric acid. The method further comprises contacting the 
ends of an injured tissue from a patient with the compositions of this invention. The 
compositions can additionally include plasma, wherein the plasma is derived from the 
patient it is administered to, in other aspects the plasma is derived from a donor that is 
allogeneic to the patient (reads on claim 23). The compositions may include one or 
more additives, such as the following: 
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20. This passage reads on claim 24 to the extent that it discloses an adhesive 
composition comprising collagen, and a stem cell; this passage reads on claim 25 to the 
extent that the compositions of Murray et al. may comprise TGF-beta, FGF, PDGF, 
and/or glucose. (In the reply filed 10-19-07, Applicants did not address the merits of the 
rejection of claims over Murray et al.). 

21 . It would have been obvious to the ordinary skilled artisan to modify the teachings 
of Bombard et al. by substituting the tissue adhesive compositions used in their 
methods with the functionally equivalent tissue adhesive compositions of the invention 
of Murray et al. In regards to the in situ vessel formation, absent evidence to the 
contrary, since the adhesive materials of Murray et al. may comprise the same essential 
elements as Applicant's adhesive materials, including plasma from a patient to be 
treated (i.e. a blood component from a patient to be treated), various growth factors 



Application/Control Number: 10/600,364 Page 8 

Art Unit: 1633 

(such as PDGFs, TGF-beta, EGF, FGF, and IGF-1), collagen, a stem cell, and 
genetically altered fibroblast cells {inter alia), one of ordinary skill in the art would have 
expected that the compositions disclosed in Murray et al. would have the same 
properties as Applicant's adhesive materials, namely being capable of in situ vessel 
formation. 

Conclusion 

22. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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23. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Janet L. Epps-Ford whose telephone number is 571- 
272-0757. The examiner can normally be reached on M-F, 10:00 AM through 6:30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Woitach can be reached on 571-272-0739. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Janet L. Epps-Ford/ 

Primary Examiner, Art Unit 1633 

/JLE/ 



